
Consideration of this Request and issuance of the Certificate of Correction are respectfully 

requested. 

The Assignee respectfully submits that the requested correction does not constitute new 

matter, nor does it require substantive examination of the file. The mistake, herein corrected, 

was made on the part of the Patent and Trademark Office. 

For convenience, the changes to the patent are briefly .summarized as follows. The 

amendment to claim 3, fixes a Patent Office printing error, wherein the variable “n” contained m- 

claim 3 as originally filed, was erroneously published as ‘Z.” 

Prompt consideration of this request and issuance of a Certificate of Correction are 

respectfully requested. 

Respectfblly submitted, 

\ \ L Kevin f?. Noonan 
Registration No. 35,303 

Telephone: 312-913-2145 
McDonnell Boehnen Hulbert & Berghoff LLP 
300 South Wacker Drive 

Facsimile: 312-913-0002 Chicago, IL 60606 



UNITED STATES PATENT- AN-D TRADEMARK OFFICE 

CERTIFICATE OF CORRECTION 
PATENT NO.: 5,635,485 

DATED: June 3,1997 

INVENTOR(S): Constanti Agouridas et al. 
It is cartiM that error appears in the above-identified patent and that said Letters Patent is hereby corrected 

as shown below: 

In claim 3, column 28, line 67, delete “2” and insert -II-. 

MAILING ADDRESS OF SENDER: PATENT’ NO. 5.635.485 

Kevin E. Noonan 
McDonnell Boehnen Hubert & Berghoff 
300 South Wacker Drive, 32& Floor 
Chicago, Illinois 60606 
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DEPARTMENTOFHEXLTf.I&ZTUhZAN~VI~ 

55,283 ’ 

Pubfio He&i Service 

Food ad Drug Adnhistiation 
Roclndle MD 208.57 

Hoechst Marion Roussel, Inc. 
Attention: Elaine Wailer 

@@2?-. 

Vice-President of North America Drug Regulatory Affairs 
10236 Marion Park Drive 
P.O. Box 9627 
Kansas City, MO 641344627 ~EC1~9VE8 #8 0 3 1ys 

Dear Puls. \rvaler: . - m- 

We acknowledge receipt of your Investigational New Drug Application (IND) submitted 
pursuant to section 505(i) of the Federal Food, Drug, and Cosmetic Act. Please note the 
following identifying data. 

IND Number Assigned: 55,283 

Sponsor: Hoechst Marion Roussel, Inc. 
- * 

Name of Drug: HMR 3647 

Date of Submission: February 18, 1998 

Date of Receipt: February 18, 1998 

Studies in humans may not be initiated until 30 days after the date of receipt shown above. If, 
within the 30-day waiting period, we identify deficiencies in the IND that require correction 
before human studies begin or that require restriction of human studies until correction, we 
will notify you immediately that the study may not be initiated (nchnical hold”) or that certain 
restrictions must be placed on it. In the event of such notification, you must continue to 
withhold, or to restrict, such studies until you have submitted material to correct the 
deficiencies, and we have not&Lied you that the material you submitted is satisfactory. 

It has not been our policy to object to a sponsor, upon rece&t of this acknowledgement letter, 
either obtaining supplies of the investigational drug or shipping it to investigators listed in the 
IND. However, if the drug is shipped to investigators, they should be reminded that studies 
m under the IND until *30 days after the IND receipt date or later if the IND is 
placed on clinical hold. .: . . 2 
You are responsible for complian& with the Federal Food, Drug, and Cosmetic Act and the 
regulations implementing that Act (Title 21 of the Code of Federal Regulations). Those 
responsibilities include reporting any adverse experience associated with use of the drug that is 
both serious and unexpected to the FDA as soon as possibfe and in no event later than 10 
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working days after initial receipt of information; report@g any unexpected fatal or 
life-threatening experience to PDA by telephone no later than three working days after receipt 
of the information (21 CFR 312.32), and submission of annual progress reports (21 C!FR 
312.33). . 

Please forward all future communications concerning this IND in triplicate, identified by the 
above IND number, and addressed as follows: 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Anti-Xnfective Drug Products, HFD-520 
Attention: Document Control Room 
5600 Fishers Lane 
Rockville, Maryland 20857 

Should you have any questions concerning this submission, please contact Jose Cintron, R.Ph. 
at (301) 827-21.20.. 

Sincerely, 

%me%. Bona, R.Ph. M.P.H. 
Chief, Project Management Staff 
Division of Anti-Infective Drug Products, 
HFD-520 
Office of Drug Evaluation IV 
Cehter for Drug Evaluation and Research * 

bee: KWyatt K2M1106 EWaller MM3032 MRoebel H4M2630 CKirk H3M2516 MNichofas 
H3M2112 LHayes lX3M2516 KShepard H3e516 LStewart H42110 BW WVaIke H3M2516 
PNenry Bridgewater 

FOCUS: 55,283:980227 





DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
Rockviile MD 20857 

0 N-DA 21-144 

Aventis Pharmaceuticals 
Attention: J. Michael Nicholas, Ph.D. 
Vice President, US Regulatory Affairs 
Ma&eted Products 
10236 Marion Park Drive 
P.O. Box 9627 
Kansas City, MO 64 134-0627 

Dear Dr. Nicholas: 

We have received your new drug application (NDA) submitted under section 505(b) of the 
Federal Food, Drug, and Cosmetic Act for the folIowing:. 

Name of Drug Product: Ketek (telithromycin) 400 mg 

Therapeutic Classification: 1 Standard (S) 

Date of Application: February 28,200O 

Date of Receipt: March 1,200O ‘. . 

0 Our Reference Number: NDA 21-144 

.I._. . . . 

1, Unless we notify you within 60 days of our receipt date that the application is not sufficiently 
complete to permit a substantive review, this application will be filed under section 505(b) of the 
Act on May 1,200O in accordance with 21 CFR 314.101(a). If the application is filed, the - 
primary user fee goal Ate will be January 1.2001 and the secondary user fee goal date will be 
March 1,200l. 

Se advised that, as of April 1, 1999, all applications for new active ingredients, new dosage 
forms, new indications, new routes of administration, and new dosing regimens are required to 
contain an assessment of the safety and effectiveness of the product in pediatric patients unless 
this requirement is waived or deferred (63 FR 66632). If you have not aheady fulfilled the 
requirements of 21 CFR 3 14.55 (or 601.27), please submit your plans for pediatric drug 
development within 120 days from the date of this letter unless you believe a waiver is 
appropriate. Within approximately 120 days of receipt of your pediatric drug development plan, 
we will review your plan and notify you of its adequacy. 

If you beIieve that this drug qualifies for a waiver of the pediatric study requirement, you should 
submit a request for a waiver with supporting information and documentation in accordance with 
the provisions of 21 CFR 314.55 within 60 days from the date of this letter. We will make a 

a 
determination whether to grant or deny a request for a waiver of pediatric studies during the 
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review of the application. In no case, however, will the determination be made later than the date 
action is taken on the application. If a waiver is not granted, we will ask you to submit your 
pediatric drug development plans within 120 days from the date of denial of the waiver. 

Pediatric studies conducted under the terms of section 505A of the Federal Food, Drug, and 
Cosmetic Act may result in additional marketing exclusivity for certain products (pediatric 
exclusivity). You should refer to the Guidance for Industry on QualiJjling for Pediatric 
,Exclusivity (available on our web site at www .fda.nov/cder/nediatricj for details. If you wish to 
qualify for pediatric exclusivity you should submit a “Proposed Pediatric Study Request” (PPSR) 
in addition to your plans for pediatric drug development described above. We recommend that 
you submit a Proposed Pediatric Study Request within 120 days from the date of this letter. If 
you are unable to meet this time frame but are interested in pediatric exclusivity, please notify the 
division in writing. FDA generally will not accept studies submitted to an NDA before issuance 
of a Written Request as responsive to a Written Request. Sponsors should obtain a Written 
Request before submitting pediatric studies to an NDA. If you do not submit a PPSR or indicate 
*that you are interested in pediatric exclusivity, we will review your pediatric drug development 
plan and notify you of its adequacy. Please note that satisfaction of the requirements in 21 CFR 
3 14.55 alone may not qualify you for pediatric exclusivity. FDA does not necessarily ask a 

: sponsor to complete the same scope of studies to qualify for pediatric exclusivity as it does to 

0 
fulfill the requirements of the pediatric rule. 

Under 21 CFR 314.102(c) of the new drug regulations, you may request an informal conference 
with this Division (to be held approximately 90 days from the above receipt date) for a brief 
report on the status of the review but not on the application’s ultimate approvability. 
Alternatively, you may choose to receive such a report by telephone. . 

Please cite the NDA number listed above at the top of the first page of any communications 
concerning this application. All communications concerning this NDA should be addressed as 
follows: D 

U.S. Postal Service: Courier/OvemiPht Mail: 

Food and Drug Administration Food and Drug Administration 
Center for Drug Evaluation and Research Center for Drug Evaluation and Research 
Division of Anti-Infective Drug Products , Division of Anti-Infective Drug Products , 
HFD-520 HID-520 
Attention: Division Document Room 
NUMBER 
5600 Fishers Lane 
Rockville, Maryland 20857 

Attention: Division Document Room 
NUMBER 
9201 Corporate Blvd. 
Rockville, Maryland 20850-3202 

I 

- __ - 
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If you have any questions, call CDR. Jose R. Cintron, USPHS, Project Manager, at (301) 
827-2125. 

Chief, Project Management Staff 
Division of Anti-Infective Drug Products 
Office of Drug Evaluation IV 
Center for Drug Evaluation and Research 

- . 

LOG NO: 21-144:20000314 
i, - .a 

. . 
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Aventi Phsrmaceuticafs Inc. 
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2 m’s Adult X%3 2 NDA’s Adult 21-144 Quhtilcs: Claudia Ryan and P&S 64,843 - 

and Tonsiilith/phtuyngds NDA 
816.767.3928 - P&S: 

21-391 
Libby Haym 

I- 369 ADR’s 

L 
381 
382 

4DR’s 
4DR’s (FAX and UPS) 

383 SDR’s 

ADR’S 
Am’s 
ADR’s 

ADR’S 
ADR’s 

ADR’s 
ADR’S 

ADR’S 

ADR’s 
ADR’s 

CUIR’S 
Ax)R’s 

ADR’s 

ADR’s 

6WO3 - 200310184FR (15-Day Fr&ow.Up #2) 
6/3/00 -200311432EU WDay FolkmU~ #I) 
6’5/03 - 200311SO9DE WDav Initialt 
2003tl204DE W-Day initial j -----I 
200311317EU (ls-Day Fok~ow-Up #I) 
2063113123 (iS-Day FoIIow-UD #l) I 

+l3106P@R (&Day F&w$p al) 
W3X5666GDDC (IS-Day Inritial) 
2Qo321422~m w.~a~ ~oilo~-~~ tij 
2003l2XWB (15=Dw Initm 

m31Moim wdki FollO&7P #l) 
@!23/03 - 2003l6162GDDC 
!i’WO3 - 200312389FR { 15cDay Id&d) 
zoo3123PlFR (lS=DaY Iuitlal) 
1003;~l; &D&p b&al) 

. Dw Fobwdh #l) 
V27/03 - 200316WGDDC (IS-Day Inttlsl) 
M/O3 - 20@316166G~DC (M-Day hi&l) 

I 

200316036GDDC WDay In&d) 
20031179!?EU ilJ*Day FOUOW~JP #I) 
7NO3 - 200312275FR W-lh~ II&W 
2003164OOGDDC (IS&y h&id) e 
ZOO311846FR c&Day FoRow=Ua #II 
WO311204DE WDai Folbw& ti) 
mo3 - aJlI311947PR (lS*Day Follow4Jp #l) 
800311019DE (WDw Follow-Up #3) 
M/O3 - 2003l2OO2KXJ (1S-Dar hitiaN 
WJ312389FfR (IS-Day Foliow:vp #iif 
W3l2246FR (IS-Day Follow-Up #I) 
!0031182ZFR (l&Day Fallow-UD #1) 
HK131~556EU (is-Daa Fdow-ua Wz) 
!00311432EU tIEDay Follow-Up 83) 
‘/l0/03*2003119 &w3a, FdIow-UP #2) 
‘h~=315666GDDCC 

(1EDay FoilowdJp #l) I 
7/G/03 l 2UO316627EDDC (lS*Day YnitiaI) 
200311799EU WDay Fokow4J~ #2) I 
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2 DID’S Adult 55,283 and Peds 64,843 - Quintflee: Claudia Ryan 816.767.3928 - Pe&: Libby Hayes 
2 NDA’s Adult 21-W and Tonsiltitis/ph~gb’s IV& 21-391 

. 
*? 384 ADR’S 

.: 1. ‘XV/o3 - 2QO31682ZGDDC (Xi-Dt~y Initial) 

385 ADR’S ?/‘21/03 - 2003W66GDDC I 
(15-l&y Follow-Up #2) 

’ 386 ADR’s 
200311432EU (U-Day FonowdJp #9) 

c 7/22#3 - 20031218sEU (15~by rnithd) 
200316Of16GDDC (M-Day Follow-Up #l) 

387 - 
200311822F’R (IS-Dzw Foa0w.v~ #it) 
7/2@03 0 200314299GDDc 
(15~Day Fobw-Up #l) 

2QO312389RR (IS-Day Foliow=Up ##2) 

388 ADR’s 
2QO316056GDDC (SDay Folhw-UR #2) 
7Kwo3 - 208312749FR (l&Day h&I) 
2003l2262EU (JSDtty Irdtlal) 
200317198GDDC (IS-Day Inkiai) 

FAX ADR’8 

2003116s6FR (15.Dq lwlow-up #l) 
2003l2389m (i5-Day FoIIow4Jp #B) 
200312015DE (B-Day Followdrp #4) 
B/8/03 l 2Bo2X6097GDDC 

- 
1 .’ 
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2 IND’s Adult 55,283 and Peds 64,843 - Quinti& Chdia Ryan 816767.3928 -Feds: Libby Hayes 
2 NDA’s Adult Z-144 and TonsiUiWpharyngtis NDA 21-392 

394 1 ADR’e (Set$ous and E3xrwted Events) 
395 ADKS 
3% ADR’s 

397 ADR’s (Serious and Expect& Bents) 
398 ADKS 

1 
399 - 1 Arms 
400 - ADR’s 

401 ADR’s (Serious and Ex~&ted Events) 
402 ADR’s 

I 

406 ADR’s (Serious and Eqected Ever&) 

407 AbR’S 

. 

408 ADR’s ( Serious and Bxuecti Events) 
409 ADR’S D 

3 

I 

411 1 Am’s 

412 ADR’s (Serious and Expected Events) . 

Notifhtion of Scientific Misconduct Allegations: 

B/S/O3 c 200318238GDDC (hithI) 
P/3/03 - 200213829DE (WDay FWow-UP #l) . 
9JWO3 - 2003~FR (ISDay InltiaI) 
bOO214278FR (lS.Day Foutaw-tip #X) 
2003124OlELJ (15sDav Foflow-UD #2J I 

2003~2tUOFR (15Day FolbWp #l) I 
200310400DE W-Dw FoRow-Ub #6) 
P/l7/@3 - 2003llPP9DE W-D~Y SnMaI) 
9t2m3 * 28021496fFR (X5-DfiY &lIw I 

200318&f8GCCD WDw Follow4)~ IfZ) . 
lOJWO3 - 2003WWGDDC (Why Z&i41 
200312OlOFlt (l&Day FOUOW=UP #2) 

2003l275titil) - -~ - 
laro6/03 - 2003lW3F’R (15Dq Initial) 
2003124ZSDE (15pDap Initial) 
200316166GDDC (l&Day Fobw4Jp #l) 
200313446FR W-Day Fo~low4Ip #t) 
2003lEWDE (lS*Day Follow-Up #2) 
_200310523DE (159~ Fallow4Ji~ #3) 
wloJo3 - 2ao312772EU (Fonaw-up al) 
1w33Jo3 

. 

2002l2357DE W-Day Initial) 
200312WEU (&Day FoUow-Up #I) 
2003I242SDE (lS=Day RdIow-Up #l) 
200333639FR (xs-Day FoNow-Up #l) 

1wlm3 
2003l3849FR (U-Day Inlu8I) 
1oil6/03 1 

x0/21/03 - 2oo320247GDDC , 
lOt23b3 w 200513l33EU (Ili*Dw Wisl) 
2QO31384PFR (lS*Day FoUaw-Uk #l) I 

c 
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I 

2 IND’s Adult 55,283 and Pede 64,843 - Quintiles: Claudia Ryan 816767.3928 - Peds: Libby Hayes 
2 WA’s Adult 21-144 and Tonsi&tis/p~t NlPA 21.391 

r 414 ADR’s (Serious and Expected Events) 10/27/@3 - uH)313113EU (Wlsl} 
200320387GDDC (I&all) 

415 ADR’S lOkWO3 - 20031386OFR (%Day I&al) 
416 Am% c%rious and k3xPemd Events) XOt3l103 

I I 2Oim3862nz (IniM) 
200328981GDDc Wtial) 
20031sD821GDDC Oow-UP #I) 

I ~2003199910DDC @‘ollow~Ui #lj 
_ FAX 1 ALiR’s (7-Day Fax) I 10/31/03 - 200312729DlE 

417 I ADR’S I 13.lo3m3 , 
200313132lMr (l%Dq Follow-Up #l) 
Z24MXW4OiEU W-Ray Fallow-UP #3) 

418 ADR’S lx/o5103 
200322207GDDC (&Day Jnithi) 
2003l313lEU (IS-Day PoIk~w=Up #Zl 

419 ADR’ti aad Ewctcd EverIts) 1QV7103 

2003132661EU (‘IS-Day ?nitW) 
2003z4144lm (lS*Day Mthl) 
200321232GDDC (1~Day Ihtual) 

424 ADR’S 1lmm3 
~2003lWFR (1%Day Follow-UP #l) 

425 ADR’S ll/2Om 
2003X3325EU (1%Day Initial) 

. - 200314209FR (%-DayMtial) 
v 2M321207GDDC (INJay Follow-Up #l) 

2003l205OFR W-Day Follow-Up #M) 
426 . 

I I 

ADR’s (Serioy and gxpeCted Bvants) 

I 

llmO3~ 
24.mm345GRDC txnitlak} 

“200313326MJ uhli*n 

I I I 2003llp33DE &wij 
427 1 ADR’s I 11125/03 

I I 20032174lGDDC (15.Day hitt&l) 
20031339IEU (&Day Initial) 
200312824FR (15.Day Fo~ow~up #2) 
2W3104OODE (lS=D& Follow-U;, #ill 

4228 ADR’B (Serioue aad Expected Events) llLWO3 
* 2@0312978DE (Initial) 

. :,. . 
,i 

; i 
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2 INl3’8 Adult 55,283 and Peds 64,843 - QuiUiles: C’kxiii Ryan 816,767.3928 - Peds: Libby Hayes 
2 MDA’s Adult 21-144 and Tokilitis/pharyngtis NDA 21.391 

’ . 
1 

. iJ 

429 -ADR’s 

FAX ADR’s O-Day Fax) 

.FM ADR’s e-Day Pax) 

FAX ADR’a @Day Fax) 

I 

431 ADR’s (Sexious and Fhpecd Eventp) 

432 ADR’S 

I 

436 ADR’B (setiolls wind I3xpeeti Events) 

438 1 ADR’s 

fO3 
A376FR (l§*Day xnitisl) 
.4379FR (&Day M.id) 
.#03FR (U-Day Initial} 
3022DE (l&Day I&id) 
.2371DE (I5-Dsy InitiaI) 
.12mx (B-Ray l&tl) 
,339lEU (IS-Day Follow-Up #l) 
13299ET.I (&Day Foilow-Up #I> 
$068DE (15Day Foluow=U~ #I) 
103 

zQo3l3sfJlEU 
worn3 
W322189GDDC 
I.2wO3 
2003144747FR 
12JoYO3 ran 
2003144o7FR (lS-Day I&al) 
200311528F1R (l&Day Follow-Up ihI) 
200314144FR (XMhy Follow=Wa #l) 
1-3 
2fJomo24DE (In9tlal~ 
2uO3l3O37D?s claMal) 
2003X1725EE1 anitial) 

12/05103 
2#214@‘7ODI% (lS.Day Follow-UP #lI 
lm9fo3 
200322B9GDDC &D&y Fobw4Jp #I) 
12/ll/o3 
200314218FR WDay h~iW) 
2003I36OfiEU (SDay Mtlal} 
200314474FR (I&Day Follaw-Up #I) 
2002lZ2Q3DE (lS*Day FolItwUp #3) 
2003104#DE (15-DSY FoWw-UP #12) 
l2wo3 e 
ZOO312009FR (iMay FolIow-Up #12) 
200314X38FR (IS-Das Fdow-UP #l) 
12mO3 
2oO3xmEu (Inltlal) a 
200313042DE (Inltlal) 
200312978DE @allow-Up #2) 
12n7/03 
200314623FR WDay Mia3) 
200314677FR (U-D8y InQia~} 
200313377FR (WDay Follow-Up tl) 
200312729DE (&Day Fo¶low-UP #I.) 
12tWO3 
200314763FR M-Day Ynitial) 
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, 2 DID’S Adult 55,283 and Peds 64,843 Quintiles: - Claudia Ryan 816.767.3928 - peds: Libby Hayed 
2NDA’sAdult21~144andTonsiU~A2’1-391 

439 

440 

441 

442 

443 

444 

445 

446 

I PAX 
447 

448 

4DR’s 

4DR’s (Serious and ExJm&d Events) 

ADR’S 

ADR’S 

ADR’s (Seriou8 ami Expmed &‘a&) 

12/19/@3 
280313284DE (15-Dsy InWtl) 
20031386OF’R (Is-Day Follow-Up #l) 
12/19/03 
200322586GDDC (InJtktl) 
200314766FR flnMal1 
1m3)03 
200314764FR (iSDay WiaJ) 
200322594GDDC (H-Day Wdnt) 
200314682F.R (IS-Day InJtfal) 
12Ml103 
200314%14FR (M-Day Wtlal) 
200314781FR (S-Day Xnithl) 
20032282ZGJBDC (M-Day InithJ) 
200314824FR (1SDoy InithJ) 
200314403FR (Id-Day Follow-Up #I) 
200313325EU (1SDay Follow-Up #I) 
200312729DX W-Day FoJIowIuD t/2, 
l/2/04 
200322700GDDC (Initial) 
~00313327lB.I (InlthaJf 
200322696GDDC (Initial) 
200322694GDDC @tiff 01) 
200313042DE (InJtisJ) 
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_z 2 W’s Adult 55,283 and PC& 64,843 Quintiks: - Claudia Ryan 816.767.3928 - Pe&: Libby &yes 
2 NDA’s Adult 21-M and TonsiWWpha&$is NDA 21.391 

449 

450 

451 

452 

453 

454 

ADR’S 

ADR’s (Serious and Expoctod Events) 

ADR’S 

ADR’S 

ADR’s _ 

ADR’e (Serious and Expected Events) 

0112244 
2004lOb~OFR (15Day IoIthI) 
200410l30ETZ (S-Day Initial) 
200410l52FK (S-Day Initial) 
01/26/04 * 
200410361GDDC (xnitial) 
2004111358GDDC (Mid) 
2w10084n auitia3) 
200410128EU CXaitiaj) 
01l26la4 
200410060JP (S-Day In&M) 
200313~3’7DE @S-Day lwtial) 
200314474FR (Is-Day Fotlow-Up #3) 
0li29/04 
200410155Jp (lS=Day Initial) 
200410185DE (B-Day Itithd) 
200411059GDDC (15Day Initial) 
20041O233FR (l!LDny Inttial) 
20041008753 (15Day Id&i) 
200410190FR (S-Day Initial) 
20041OOlSJP (W-Day FotIaw-Up #I) 
20031146FR (%-Day Follow-Up #2) 
200314407PR (ISDay Foilow-Uu #a) 
01/30/04 
200410033EU @T-Day FoIlm-Up #l) 
200312729DE (55-DBY Fohv-VP #3) 
Oll30/04 
20041081SGDDC (initial) 
2@0311626JP ~0bvd.JP trl) 



. NO. 6282 p. 23 ).i’ _ ;’ MAY. 26, 2004 6: 15PM PATENT LITiGATIOM __ -‘I 
:;- 

i 
2 INf)'s Adult 55,283 and Peds 64,843 Quint&~: Claudia Ryan - 8 16.767.3928 - Pods: hiby K&yes 

: ..: 2 WA’s Adult 21-144 and Tcmsilliti~baxyn~ N’DA 21-391 

,455 ADR’S 

456 ADR’s (Serious and Expected hmts) 

02104104 
20041086BGDDC (15-Day Ii&M) 
200314218FR W-Day Fohw-UP #l) 
02/06104 
t0041025wR (Initial) 
200410342FR (InWl) 
200311725EU (FoUow-Up #I) 
200416038n fFollow-um #l) 

I 1 20041@61GDbC 0MIokTJ~ #l) 
457 I ADR'S 1 02109104 

200410169JP (%-Day X&id) 
20043417WP (15-Day Initial) 
200410339F32 (l5-Day Znitisl) 
2004lQ3OOFR &Way In&l) 
20041086!3GDDC (X-Day FoUow-Up #l) 
200322!J21(rnflc ~15-DdbnOW-V~#lj 
OZ/OWO4 
200411435GDDC 
OUlO/iM 
20041OX3OJp (%-Day IMar) 
2OWlOO87JP (ls-Day FolIow-Up Rl) 
200410060JP (H-Day Fabw-UP #lb 

PAX 7-Day 

458 ADR'S 

I 20041081S3l’ &-Day Followd% f&j . 
459 ADR’S 02/11104 - 

200411435GDDC (H-Day Idi@ 
460 ADR’S 02/12/04 

29041022WP (&Day Mtial) 
200410377FR (%-Ray !niW) 
200410185DE (l&Day Follow-Up #l) 

I 
FAX I 7-Day 

461 ADR’s (Sehm and Expected Evm) 
5 . 

462 ADR’s 

463 ADR’B 

1 20041OMU3P (l&Day Foflow-Ur; #2j 
I om3m4 

200410256JP 
02113104 
200410311JP (Mtial) 
20641416819GDDC (Follow-up #l) 
200312978DE (Follow-Up #3) 
OZfl6/04 
200410324EU (H-Day Initial) 
200410190FR (159Day Follow-Up #l) 
200314244F'Et (lS-Day Follow-Up #3) 
200314474 (IS-Day Fdiow-Up #4) 
OMW4 
200410492FR (H-Day Xnitial) 
200410493FR (ISDay l&at) 
200410509l?R (l&Day I&W) 
200410169Jp @&Dry FollowdJp #l) 
200311779DE (15-Day Follow-Up Il) 
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_. ‘“.:; 2 m’s Adult 55,283 md Ptds 64,843 Quintiles: - C&n& R~WI 816.767.3928 - Peck Libby Hayes 

464 

465 

466 

467 

468 

ADR’S 

ADR’s (Serious and Expected Events) 

ADR’; (SW and EkgWed Events) 

ADR’l3 

ADR’s (Seriow and Expected Eve&) 

ADR’S 

0211 P/94 
2004fO333JP W-Day hitial) 
0212olOs 
2Oti 
2oO4 
2064 
20004 
2004 
2003 
55% 
2004 
2003 
2004 
2004 
5% 
2004 
5zi 
2004 
2oO4 
2043 
2004 
575% 
2004 
2004 
3% 
2004 
2004 

,0373JP (IIlitiaQ 
10329DE (mid) 
:O36lJP (hitlsl) 
,XgjsoDDC (Initial) 
ioos4JP (Folbw-up 6x3) 
!$978DE (P&w-UD #41 
M 
.O325JP (15Day Initial) 
i4766FR (SShy IdtM) 
10220JP (Is-Day Follow-Up #I) 
13 435GDDC (I!?-Day Follow-Up #2j 
14 
i 057OFR (I$-Day Mtial) 

z351JP (1SDa)t wffnl) 
104303P (S-Day I&ia~) 
B13OJP (Is-Day FoIIow-Up #I) 
~0169JP(15;13ay Fouow-Up#Z) 
34 
10497EU (I&al) 
lW73JP (FoIlbw-Up #l) 
I 
L2322GDRC (M-Dsy I&W) 
1064SFR (XT-Day WinI) 

2IlO4104!5OJP W-Day Initnrll 
3MlW 
2OO41022OJP (S-Day WIow-XJp #2) _ 
315N4 ’ 
200410592JP (Initial) 
20O410726FR (In&d) 
200410601zJp (InItrar) 
2OO41059§3P (Initia!) 
2064lO329DE (pollow-Up #I) 
3mO4 
2004105WP tT.niiial 
2004105OPFR ilS&y FoUow-Up #l) 
20~1001~~1s-Da~FoII~-U~~~ 
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2 IND’s Adult 55,283 and Feds 64,843 - Quintilcs: Ciaudia Ryan 816,767.3928 - Pcds: Libby Hayes 
2 NDA’s Adult 21-144 and TonsiIliWpharyngtis NRA 211391 

475 

476 

ADR’s 

ADR’s 

3i9lO4 
200313024DE (SDay Inftial) 
200410663EU (15iDay Inltfal) 
20041w#6JP (15-Dsy Initial) 
200410633JP (is-Day rniiial) 
200410409JP (M-Day Initial) 
200410256JP (S-Day Fo~1ow.U~ 91) 
20041032SJP (15-DPY FoUow-Up #l) 
3/11104 
200410361JP (H-Day Initial) 
2~10634JP (S-Day hltlol) 
200322741GDDC (H-Day kWlow-Up #l) 
200410035DE (15:Day Follow-UP #I) 
20041045OJP WkDay FolIow-Up #l) 
3/12/04 477 

I 
ADR’s (Serious and Expected Evmts) 

FAX 1 7-Day Repon faxed to Dr. Janice Sore& 

1 200412656HGDDC (15-Day Inltbl) 
I 3/17/04 

FAX 7-Day Rcpoti faxed to Dr. Janice Soreth 
200410955m~ 
3/18/04 

478 ADR'S 

479 ADR’s (Serioue and l&pectecl Events) 

480 

Fax 

ADR’S 

D 

‘I-Day Report faxed to Dr. Janice Soreth 

20041WlJP 
3/18104 
20041064OJP (M-Day Initial) 
200410361JP (M-Day Follow-Up #I) 
200410409JP (S-Day Follow-Up #1) 
20041@%iJP (S-Day Follow-Up ~2) 
200410450JP M-Day Fottow-Up #2) 
3n9m4 
200410750JPCJtnltial) 
200410788EU (Initiai)e 
200410748JP(In&lP1) 
2004103llJP (Follow-Up #l) 
200410726FR (FoItow-Up #l) 
2004lO592slp (Follow-Up #l) 
3mJO4 
200410510DE (SDdy Xnittat) 
200410935FR (S-Day YniUaI) 
200410333JP (G-Day Fdtow-Up #I) 
200410325JP WDsy Follow-Ujj #2) 
3123104 

Fax 7-Bay Report faxed to Dr, Soreth 
2OD411137FR 

(3/2§/04 
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2 MD’s Adult 55,283 and Peds 64,843 - Quint&s: Claudia Ryan 816.767.3928 -Feds: Libby Hayes 
2 NDA’s Adult 21-144 and Tomillitislpharyngtingtis NDA 21.391 

482 ‘-R’s (Serious and Expectcd Events) 

483 

484 

PAX 

ADR’a 

ADR’S 

7.Day Report faxed to 3%. Janice Soreth 

9 

. 
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2 IND’s Adult 55,283 and Peds 64,843 - Quintiles: Claudia Ryan 816.767.3928 -Peck Libby Hap 
2 NDA’s Adult 2 l- 144 and Tonsillitis/phryngth NDA 21-391 

485 ADR’U 

486 ADR’s 

487 

,488 

489 

490 

I 

ADR's (Serious and Expected Events) 

ADR’t 

ADR’s 

ADR’s 

491 1 ADR’s (Serious and Expected l3vents~ 

492 

WO4 
HJO41t)745JP (B-Day InftiaI) 
t00413461GDDC (I!+Dsy Initial) 
200410595JP(E-Day I&al) 
t00410983EU (1SDay Idai) 
200410984EU (H-Day Initfni) 
20041008OI% (15-Day Follow-Up #l) 
200410492FR W-Day Folbw-Up #l) 

, 

b/2/04 
200410971JP (M-Day Idal) 
200314894FR (IsDay hithI) 
ZW410409JP W-Day Follow-Up #2) 
wo4 
200411013JP@ltial) 
200410592Jp(FollDw-up#2)~ 
d&i04 
2004105893P (l!%Day FoPow-Up #l) 
200410646JP (H-Day Follow-Up #i) 
200413312GDDC (IS-Day Fokw-WI, #ll 
4m4 
2@O410509FR(15-Dw FdIow-Up&'21 
4mo4 
200410087JP (WDay Follow-Up #2) 
20041017OJP (15Dny Follow-Up #l) 
200410551DE @S-Day Follow-Up #l) 
~00410891Jp W-Dar FM~w-UI) #l) 
4n2104 
20041374IGDDC (IrMaI) 
200413629GDDC (hitid) 
2olM~ofio~sa(T~~ow-up#l) 
2Oo41M38(FoIlow-Up #lI 
4c13Io4 
200410351JP (15Day Folbw-Up #l) 
20041059§JP (l!?-Day Follow-Up #l) 
2004106~0,JP (IS-Day FoUow-Up #1) 
Z00410748JP (M-Day Folimv-Up #l) 
2004109133p (s-Day Poil0w-up #l) 
20041095SFR (H-Day E‘oiiow-Up #l) 
200410971JI (M-Day Follow-Up #l) 
200410983W.J (IS-Day FoUowd3p #I] 
209410377PR (is-Day FoUow-Up #2) 
2004105893P {B-Day hollow-Up #2) 
2004l3312GDDC W-Day Follaw-Up #2) 
200313639FR (IS-Day l%how-Up #i) 
Sub&ted to Quintlies on April 14,2004 
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2 INIl’s Adult 55,283 and Peds 64,843 L Quintiles: Claudia Ryan 816.767.3928 - PC&: 
2 NDA’s Adult 21.144 and Torumtis/pharyngti NDA x-391 

Libby Hayes 

FAX ‘I-Day Report faxed to Dr. Janice Soreth 

494 ADR’s (Serious and Ekpected Events) 

4/16/W 
200214961FR 
4/X6/04 
200410351JP (Initial) ’ 
200410891JP (kittat) 
20041xx80zu Qnitht) 
200413923GDDC (xniftal) 
20041114sJ‘P (IrMaI) 
200411162FJJ (Initial) 

495 ADR’S 
200410944JP (&&w-Up #I) 
4/f9/04 
200410973~U (M-Day Follow-Up #l) 
200413461GDDC (15-Day B’ottowpTJp #l) 
200413467GDDC (M-Day F~ltow-Up #l) 

496 ADR’s 
200314682FR (M-Day FoUow-Up f2) 
4/22/04 

497 ADR’s (Serious and &&ted 3vent.g) 
20041054SFR (X5-Dw Fottow-Up #l) 
4/23/04 
200411193EU (hittal) ’ 
200413306JP (MM) 
200410825DE (Initial) 
200@1214EU (Intttal) 
200410913XP (Izhittat) 
200413923GDDC (Foltoweup #I) 

498 

499 

500 

ADR’S 

ADR’s (Serious and Expected Events) 

ADR’S 

200413629GDDC (Follow-Up #l) 
4mm4 
200313024DE (&Day Fottow-Up #l) 
200411137FR (X5-Day ~ottaw-Up #l) 
4/3om4 
20041426ZGDDC (Mist) 
200411644FR Qnifial) 
200414266GDDC (Intttal) 
200411473JP (WW) 
200411505JP Qnttial) 
2004115lS.#P (Inittal) 
260410825DJE (15-Day Follow-Up #l) 
2004113Q6JP (M-Day Follow-Up #I) 
5lsfO4 * 

so1 ADR’S 

502 ADR’s (Serious and Expected Events) 

200410589JP (lS.Dny Follow-Up #3) 
s/7/04 t 
200413629GRDC (M-Day FoltowJJp #z) 
s/14/04 
204411523JP (lnitbt) 
2004116WP (httial) 

503 ADR’S 
200410825DE (Follow-Up #2) 
S/24/04 
200411137Pa (1iDey Fottow-UP #2) 
200410955FR (IS-Day l?oItow&~p #2) 
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2 IND’s Adult 55,283 and Peds 64,843 - Q&tiles: Claudh Ryan 816,767.3928 -PI&: Libby Hayes 
2 NDA’s Adult al-144 and TonsiW@haryngt.is NDA 21-391 

sr24ro4 
200414973GDDC {InMaI) 
2004116XSJ-P (h~&sl) 
200411 MOFR (FolJow-up #l) 
200411 x45JP (zollow-up #I) 
2004113WP [Foltow-UP #2) 
!msrM 
2004HJ973EU (1 S-Day Follow-Up #2) 
200410f90FR (IS-Day FoBow-Up $2) 
20041064SPR (M-Day Follow-UP #2) ‘I 
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(mm cstse No. 04-424) 

U.S. Patent No.: 5,635&H 1 
1 

Granted: June &I997 1 

InYentors: AmmIdas er al. ; 
1 

Serial No.: W4%,067 
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Filed: April 21,1995 1 
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For: Novel Erythro~ycin Compouadc ) 

Commissioner for Patents 
P.0, Box 1.150 
Alexwdria, Virginia 223 13-l 450 

Pursuant to 37 C.F.R. $ 1.34 and M .P.E.P. $402.02, the undersignetl prinr.ipaI ;Ittomsy or agent 
hereby appoints all of the practitioners associated with the Customer Number pruvidcd b&w IO 
prosecute this appkation and to transact all business in the P3terv. and Trademark Office 
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Customer Number: 020306 
Principal attorney or agent: Kevin E. Noonan 
Telephone number: 33 2-913-0001 
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